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A. Patic D atio ne pedicatio
1. Patent identifler [2. Age at time 3. Sex 4. Weight 1. Name lgive labeled strength & mfr/labeler, if known) -
of event:
o ‘ 40 yrs (x)female Junk Lbs n acetaminophen/mtalbitallcaffeine
Case 228 Date or 2
in confidence of birth: ( Jmale kgs 7. Dose, frequency & route used 3. Therapy dates (if unknawn, 9ive durstion)
B N o OO 0 od 0 B from/to lor best estimsatel -
1. X Adverse svent and/or Product problem le.g.. defects/malfunctions) #1 unknown dose, po L4 1/96
#2 2

2. Outcemss attributed to sdverse svent
{check all that apply) .

4. Diagnoele for use (indication} 6. Event abated after uee

() dabilty d or dose reduced -

(x) death (mara 1§/ 96 ( ) congenital snomaly #1 unknown i . 1

() Wethmaeoig () rogued itervaction to prevert £ () Yes () No (X) WA
(x) hospitsizedon - inkial or prolonged #2 )

: () other S Lot # 0 nownl 7. Exp. dave G Knownl [#2 ( ) Yes () No.C ) W/,

3. Dats of event 4. Date of thie report #1  Unknouwn LAl Unknown 8. Event resppeared atier ;

1/96 . 02/06/98 '] 2] reintroduction v
(moséayiyt] \maldayivel £ () Yes ¢ ) No (X) N/N

5. Describe event or problem

Case # 228 received from thegliiillP 1996 case fatality data.
See attached case report form provided byQiNG

9. NOC # - tor product problems only (f known)

22 () Yes ¢)No € ) um‘,’

10. Concomitant medical products and therspy datss (exciude untmomd ovom)
See attached case report form provided by — :

G. All manufacturers

8. Relevant teste/laborstory data, including dates
See attached case report form provided by QN

1. Contsct effioe - name/addvess (& miring site for devices) |2. M‘w :
McNeil Consumer Products Company 215-233-7820
Hedical Affairs T Repert souce ~t
7050 Camp Hill Road Mdmnwﬂvi
ft. Washington, PA 19034 ( ) (lorelgn

() study
(x) Sterature
( ) consumer
hesith
4.?mnofwdlvmmvﬂ3.7 (x) professionsl
01/30/98 {A) NDA # 17-552 () user faciity

[6. 1 IND, peotacal # ND #

PLA # () ropresertative
pre-1838 ( ) Yes ( ) distributor

7. Type of report oTe ¢ ) other

(check all that apply} product X) Yes

() Sdev (x)16-day 8. Adverse svent termls}

¢ ) 10-day ( )periodic

Cx) Initial ¢ ) follow-up # SOMNOLENCE STUPOR
A HYPERKALEMIA CREATININE INC
9. Mir. report number

LIVER FUNC ABNO ACIDOSIS
0929449A DEATH

7. Other relevent history, Including pree ng madieal canditions (e.g.. skergies,
race, pragnancy, smoking and dcohol use, hopaticlnnd dysfunction, etc.)

See nttached case report form provided by U

€ tnival reporter ]

1. Name, address & phone #
G

Centers
Suite venue

e

2. Health professionsl? |3. O ath

4. Initial reporter also
sent report to FDA

Submission of a report doss not constitute an

admission that medical personnel, user faclity,
diewibutor, manufacturer or product caused or
anntwihitad ta thae avent.

() Yes ( ) No (X) unk

(X) Yes ( ) No physician
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SN TESS FATALITY: 1996 P

Case Number: 228

Age: ' 40 yrs

Substances: Acetaminophen/butalbital/caffeine
Chronicity:’ Acute on chronic

Route: Ingestion

Reason: Int Unknown
Pre-Hospital Arrest? No .

Cn Jameary 14, 1396 at Lzz:zla dcc::?r cpra'a.cgage;cne ';-‘geals?r;
<nczol Canter abcut 2 40 year old famale who had been sla Ding
ggzrzcz days prior to admission according to her mother. Tha
patient was discharced from a corractionai institution
immediataly prior td that and went to the cencist for oral
Surgery. She allecedly ingested wicown amounts of Vicedarn,
Tylerol #3, and carisprodol(Scma) at that Cire.

In the emergency departmenc she was descrized as =
unrasponsive to painful stimuli. Vital sicns were unmavailable.
Lnitial laboratory tests wers scdium 141 (135-145 mEc/L),
potassium §* (3.5-5 mEq/L), chloride 101 (95-106 mEqg/L), CO, 12+
(24-30 mEq/L), BN 14 (5-25 mg/dl), creatinine 4* (0.5-1.S ]
mg/dl), AST 2830%(0-4. IU/L), ALT 3310* (Q-4¢3 IJ/L), LDE 2307~
(50-170 IT/L), CEK 1224* (0-255 IU/L4 , PE 7.17* (7.35-7.45 mmiyg),
PO, S1* (65-77mmEg), pQ0, 29% 34-46 mmiyg), O, Sat 100% (90-100%).
- Toxdcolegy analysis of serum 2lsd acetamincpnan
4.9 ug/ml, aspirin 0 mg/dl, ethanol 3 mg/dl, butalbital 72
ug/ml. Taxic screen oz:dsmne was positive £or bengzcdiazeninas,
barbitiratss, and cpioids. _ . o

'E'T;a gziient was intubated and gut cn assisted ventilation
aftar raceiving the following: scditm bicarborata, lidecains,
dcrami-a, norepinephrine and iscprotarand infusions, dextrsse
50%, thismine and naloxone 10 g (wichouc resgense) . The catisnc
repidly cdacarioratad over the next day and axoirad cn 1/15/96.

" Autcpsy results ars gerding. ‘



